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Applicant(s) 
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Dong Jiang 
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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence ac 


Idress ~ 



Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED {35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 08 November 2007 . 
2a)n This action is FINAL. 2b)^ This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits Is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 18-23 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) ^ Claim(s) 18-23 is/are rejected. 
/)□ Claim{s) is/are objected to. 

8) 0 Clalm(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)n The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d), 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * 0)0 None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED OFFICE ACTION 

Applicant's amendment filed on 08 November 2007 is acknowledged and entered. 
Following the amendment, claims 20 and 22 are amended. 

Currently, claims 1 8-23 are pending and under consideration. 

New Matter Rejection 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 18-21 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. Applicants have not pointed out, nor can the Examiner 
locate, the basis in the specification for the limitations "one or more (two) amino acids are added 
to the N- and C- termini" (part (ii)), and "one or more amino acids in the N- and C- termini" (part 
(iii)) in claims 18 and 20. Further, Applicants have not pointed out, nor can the Examiner locate, 
the basis in the specification for the limitation "one or two amino acids" in part (ii) of claim 20. 

This is a new matter rejection. 

Rejections under 35 U.S.C. 112: 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 18-23 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 
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Claim 18 is indefinite and confusing for the recitation "(i) replaced (ii) ... added to 
the N- and C- termini and/or (iii) ... in the N- and C- termini ... deleted ..." because it is 
unclear whether such a limitation indicates that (i) to (iii) can happen in the same time, if so, 
what it means by addition and deletion in the N- and C- termini (parts (ii) and (iii)). The metes 
and bounds of the claim, therefore, cannot be determined. Claim 20 is similarly indefinite. 

Claim 22 is indefinite because the claim merely recites "as a variant of ... SEQ ID 
N0:2", having the physical and biological properties of SEQ ID N0:2, and it does not define any 
variation in any way. The metes and bounds of the claim, therefore, cannot be determined. 

The remaining claims are rejected for depending from an indefinite claim. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 18-23 remain rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention., for the reasons of record set forth in the last Office Action 
mailed on 08 August 2007, at pages 3-5. 

Applicants argument filed on 08 November 2007 has been fiilly considered, but is not 
deemed persuasive for the reasons below. 

At pages 7-8 of the response, the applicant argues that an isolated variant of XL- 18 is 
limited by its amino acid sequences (see parts (i) to (iii) of claim 20), its fimction of inducing 
IFN-y production, its purity (i.e., exhibits a single protein band on SDS-PAGE), and its MW, that 
one of skill in the art could have easily obtained such a variant as defined in claims 20 or 22, 
once the amino acid sequence of SEQ ID N0:2 was given, based on the recombinant DNA 
technology known to the public at the time of the present application was filed (citing the J.D 
Watson ref and two US patents). This argument is not persuasive because the issue is not 
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whether the recombinant DNA technology was known to the public, rather, the issue is that the 
present application does not provide adequate written description for the claimed genus (the 
claims read on functional equivalent of IL-18), and one of skill in the art cannot envision the 
detailed chemical structure of the encompassed variants. As addressed in the last Office Action, 
the specification merely discloses one IL-18 amino acid sequence with particularity, the murine 
IL-18 of SEQ ID N0:2 (with one particular substitution), and no particular variant of the IL-18 
with amino acid addition, deletion, substitution, or any other type of "functional equivalents" 
meeting the limitations of these claims were ever identified or particularly described. However, 
the claims encompass variants having "one or more" amino acid replaced (claim 18, part (i), for 
example), which requires no sequence similarity to the disclosed SEQ ED N0:2, therefore, reads 
on "functional equivalents". Under such condition, none of other limitations (MW, purity, 
activity) provides sufficient distinguishing identifying characteristics of the genus. It is further 
noted that claim 20 does not even define any structural variation of "a variant". As such, a 
skilled artisan cannot begin to imagine what molecules and their chemical structures are being 
claimed. 

Adequate written description requires more than a mere statement that it is part of the 
invention and reference to a potential method of isolating it. The compound itself is required. 
See Fiers v. Revel, 25 USPQ2d 1601 at 1606 (CAFC 1993) and Amgen Inc. v. Chugai 
Pharmaceutical Co. Ltd., 18 USPQ2d 1016. Therefore, only the polypeptide of SEQ ID N0:2, 
but not the full breadth of the claims meet the written description provision of 35 U.S.C. §112, 
first paragraph. Applicant is reminded that Vas-Cath makes clear that the written description 
provision of 35 U.S.C. §1 12 is severable from its enablement provision (see page 1115). 



Conclusion: 

No claim is allowed. 
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Advisory Information: 



Any inquiry concerning this communication should be directed to Dong Jiang whose 
telephone number is 571-272-0872. The examiner can normally be reached on Monday - Friday 
from 9:30 AM to 7:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Nickol, can be reached on 571-272-0835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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[ ] other Fees: ^ . 

[ ] Other Attachments: [ . 

[X] Return Receipt Postcard (in duplicate) 

The following statements are applicable: 

[ ] The benefit \inder 35 U.S.C. §119 is claimed of the filing date of: 

Application No. 184162/1994 in Japan on July 14. 1994 . A certified 
copy of said priority document [ ] is attached EX] was filed in 
progenitor case 08/502.535 on November B. 1995 : 

Application No. 45057/1995 in Japan on February 10. 1995 . A certified 
copy of said priority document [ ] is attached [X] was filed in 
progenitor case 08/502.535 o n_ November 8. 1995 : 

[X] The present application is a [ ] Continuation [X] Division 

[ ] Continuation-in-part of prior application No. 09/050. 249 . 

[X] Incorporation By Reference. The entire disclosure of the prior 

application, from which a copy of the oath or declaration is supplied 
herewith, is considered as being part of the disclosure of the 
accompanying application and is hereby incorporated by reference therein. 

[ ] A signed statement deleting inventor (s) named in the prior application is 
attached. 

[X] The prior application was assigned to: KABUSHIKI KAISHA HAYASHIBARA 

SEIBUTSU KAGAKU KENKYUJO; 2-3. 1-chome, Shimoishii. Okayama-shi Okavama. 
Japan . 

[ ] Amend the specification by inserting before the first line the sentence: 

--This is a continuation division of copending parent application 

Serial No. , filed .-- 

[X] Certain documents were previously cited or submitted to the Patent and 
Trademark Office in the following prior applications 08/502 . 535 and 
09/050.249. which is relied upon under 35 U.S.C. §120. Applicants 
identify these documents by attaching hereto a form PTO-1449 listing 
these documents, and request that they be considered and made of record 
in accordance with 37 CFR §1. 98(d). Per Section 1.98(d), copies of these 
documents need not be filed in this application. 
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